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Recommenclatkms on Ephedrhe

Ruth Ann Box, General Counsel
Advocare
11431 A Ferre!l
Dallas, TX 75234
972-910-9465
972-83143830 FAX

The recommendations of the Worid Health Organlzatlon to Impose international
manufacturing and distributing restrictions on certain ephedrine Pfoduo!s by
plaoing  the I+wdrine stereoisomeric kmn of ephedrine and its
corresponding racsmic mixture d, 1 -ephedrine in Schedule iV of the Convention
on Psychotmplc Substances, 1971, shouid clearly set forth an exemption for
dietary supplement produots  naturally containing ephedrine alkaloids by vhtue
of their ephedra content.

This exemption is necessary to amid potential interpretation of the WHO’S
recommendation as a restrMon on access to these dktary supplement
products.

In January, the State of T-, acting through its Department d Health,
acknowhdged  the Importance of preserving a consumer’s right to purchase
and use dletwy supplements by abandoning previously proposed language
that would have viriudy halted aii over-the-counter sales of dietary
supplements containing naturally occurring ephedr(ne akatoids in favor of
newly proposed rules setting fotth iabelling requirements for such products
without restricting consurnsm’  access.

Last May, the state board of heafth approved proposed rules that would have
required a prescription for most products containing ephedrine, includhg
dietary supplements that contain ephedrine alkaloids . Those proposed rules
were strongiy opposed by manufacturers and marketers of dietary
supplements.
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As a resu~ a work group of industry mpmsentatives and Texas Department of
Health officials was formed to determkmd if a compnxnlse to the presodption
requkernent could be achieved. The rules proposed by the grwp w9f’e
approved by the Texas Board  of Health in January. These new miss
acknowledge the impottant  distinction between products that oontain the
chemioai  ephedrine and those that contain naturally oocunlng  ephedrine
alkaloids derived from botanioai sources. The hgredent sources of the
aikalolds inciuck raw botanicais and extracts from botanioai  sources. Ma
husng,  Ephedra, and Chinese Ephedm are common names used for botanical
products, primarily from ~hed fUlriML XS ~ Bum, E

edQvar. -stapfand~L, tiWt ~ SO~ Of VdOUS
qhcirine alkaloids.

Texas’ action tbllows the ever-increasing trend that is making the dktinotion
between botanical products and products containing chemical ephedrine by
carving out specific exemptions regarding such products when increasing
controis  on ephedrine, Even FDA has acknowledged the distinction by
separately addressing dietary supplements containing ephedrine alkaloids.
Further, the proposed rule addressing these substances is another ciear
exampie of how competing interests with regard to these products can b~
addressed and raconciied.
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Thus, the United States position on this proposai  shouid inciude a request that
the WHO recommendation be drafted in such a manner that it is clear that the
restdctions  imposed do not apply to dietary supplements oontahing  ephedrfne
aikaioids  from botankal sources. This position is not oniy consistent with the
current stance on suoh pmduots,  but is essential to ensure oontinued access
to botanical source ephedra dietary suppiemsnts.
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